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OLC 75-2780
30 October 1975

MEMORANDUM FOR: Director

SUBJECT : Presidential Commission for the Protection
of Human Subjects Involving Biomedical and
Behavioral Research.

1. Attached for your consideration are the Pros and
Cons of the subject legislation. My carliecr memorandum
covers the same ground and is attached as Tab D. While
we may not wish to communicate your decision to the Scnate
Subcommittee at this time, we will need your decision in
house so we can start preparing testimony for the 7th of
November. Please verify your position by checking the
appropriate boxes below.

.DCI Membership. .. oue i i, Yes No

CIA Acceptance of Commission Oversight..YeS;__ No
Z. There are a few non-policy technical problems with the
language of the Bill. These can be taken care of by negotia-
tion with the Subcommittee. ‘

3. Written views from the Office of Security, Office of
Medical Services, Office of General Counsel, ORD, DDSET, and
Office of Scientific Intelligence are attached as Tab B. The
views of the foregoing were expressed in Tab A. Tab C is a copy
of the Bill.

George L. Cary
Legislative Counscl
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OLC 75-2780/a
30 October 1975

MEMORANDUM

SUBJECT: Presidential Commission for the Protection of
Human Subjeccts Involving Biomedical and Behavioral
Reseavrch

1. Subject bill, sponsored by Senators Kennedy, Javitz,
and Schweiker, is designed to establish a permanent Commis-
sion to oversee human-use cxperimentation. The bill will
double the size of the pres¢nt temporary Commission by adding
the Secretaries of Health, Education and Welfare, Defensc,
the DCI, the Administrator of the Veterans Administration, as
well as four Representatives and four Senators. The purpose
of adding Federal agencies, according to Scnator Kennedy, is
to provide a mechanism whereby Top Secret research can be
reviewed by those members of the Commission who have such
clearance. Finally, the bill requires Federal agenc1eq to
furnish information on such research and experimentation to
the Commission on request. Therefore, the questions under
consideration are whether the DCI should be a member of the
Commission and whether the CIA, departing from past practices,
should provide information on parLs of its proorqms to the
Commission,

2. The following treats the forcgoing questions separately:

a. DCI membership on the Commission.

PRO: Membership would have the advantage of
having the Agency views represented directly on
the Commission and will allow the Agency to parti-
cipate in the shaping ol procedures.

PRO: 1In light of recent exposures of Agency
impropriecties in this arca, it would be bad public
relations to decline membership.

PRO: It would provide a forum for the exchange
of information in this field. It would be a
relatively cheap way to get a fix on the:technology
in this area as well as provide a channcl to dis-
seminate Agency information on foreign developments.

e
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PRO: Membership will directly exposc the
“Agency to contemporary public concern on the
ethical and moral aspects of experimentation.
It is anotlicr opportunity for the Agency to de-
isolate itsclf.

* b P b3

CON: Membership might lead to charges that
the Agency was involved with domestic affairs.

CON: ©Since Agency programs arc limited, the
CIA has no contribution to make to the Commission's
deliberations mor will it have any particular
concerns about Commission pronouncements.

3. The provision of program information to the Commission
is a departure from present practices. Although the Commission
is a mixed bag, it is a Presidential Commission and as such, it

will be difficult to evade its oversight. It is believed that
the Agency can accept the additional oversight and live by the
rules which may be forthcoming. There were some concerns

expresscd about security and the scope of the oversight.

Distribution:

Original - Director
DCI

bhCI

ER

0S

OMS

0GC

ORD

DDSGT

0SI

OLC Subject
OLC Chrono
OLC:RC:cmw (typed 30 October 1975)

1 | 1

Nl
}--‘}—-'}—'P-')—"r—‘)‘-’?—‘!—“r—'b—‘
I

2 .
Approved For Release 2003/12/16 : CIA-RDP78-04163R000100100001-9 -

STAT



) Approved For Release 2003/1 2/1 6 C|A-RDP781-041 63R000100100001-9..
SURSNEN :

. i RV 6’0 40“//g

L el

ORD 4300-75

MEMORANDUM FOR: Executive Assistant/DD/S&T

SUBJECT : Hearing on Human Experimentation and Proposed
Legislation
: .

1. The ORD recommendations for changes to the proposod
Congressional Bill are as f0110ws

a. Page 2 in the sentence "Until such time as the
President acts to appo1nt“ -- insert the f0110w1ng
members to the "Commission”

b. Page 4 following the statement "{including
national security)" it is suggested that some modifier
be included to indicate such revelations be made only
in accordance with directives governing the protection
of classified information.

c.- Page 4--we suggest a change to the sentence
"By majority decision of the Special Committee, such
information shall be disclosed without regard to the
sensitivity of such information to the full Commission
upon a finding by the Special Committee that there is
or will be an adverse impact upon the protection of
human subjects of research." We suggest that this
sentence be modified to direct that the Special
Committee attempt to institute corrective action in
any situation requiring the protection of human
subjects of research. If those attempts should fail,
the Special Committee could then bring this matter to
the attention of the Full Commission in accordance
with directives governing the protection of classified
information. (For a similar matter on class???f?tion
we call your attention to Employee Bulletin

STATINTL

d. Page 5—~1t.1s believed that the phrase
"1nst1Lut10na1ized menLa]]y inform should rcad

T My
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-~ SUBJECT: Hearing on Human Experimentation and Proposed Legislation

Fa

e. Page 6--in the statement "and employees and
agents of the Central Intelligence Agency" we fecel that
i% is important to insert the word "contractors" in lieu
of "agents" since the CIA common useage for the title
'agent' would be a foreign national whose identity could
not be revealed and it is felt that the intent of the
Bill meant to reflect contractors. | STATINTL

Deputy Director
' of
Research and Development

; 2 ‘
[ . L .
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DD/S&T-4060-75/1
6 October 1975

MEMORANDUM FOR: Office of Legislative Counsel
SUBJECT: Hearing on Human Experimentation and Proposed Legislation

REFERENCE: Letter from Senator Edward M. Kennedy dated 30 Sept 1975
- (ER-75-8671/1) (OLC-75-2460) '

1. The following comments are offered for use by the Director when
testifying on the proposed 1egis1gtion.

2. General - We rccommend strongly that the DCI not be a member
of the proposed commission. The CIA has no contribution to make to the
deliberations of such a group nor particular concerns about its
pronouncements--whatever they may be. At the same time, it appears
that we can accept and 1live by any rules that may be forthcoming. If
new concerns emerge with time, we can always seek any necessary relief.
On these bases, we do not sece why the DCI need be involved.

3. Specific ~ Sec. 481 (g) - The Special Commission decides whether
or not classified material will be released to the full commission.
However, nothing is then said as to how the commission will release
the information to the public, and if it will first touch base with the
originator.

Sec. 482 (a)(2) - We simply note that it seems odd to include
"employees and agents of the Central Intelligence Agency" in the term
"military personnel."

STATINTL

Sayre Stevens
Associate Deputy Director
for
Science and Technology

A
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MEMORANDUM I'OR: | oLC

SUBJECT : Comments on Legislation to Establish a
' President's Commission for the Prolection
of Human Subjects of Biormedical and
Behavioral Research

1. The attached bill seems to be very pooxrly drafted,

a. The last sentence in section 481 (a) (4) "[ulntil
such time as the President acts to appoint members of
the National Commission for the Protection of Human
Subjects of Biomedical or Behavioral Research are deemed
members of the Commission as of the date of enactment
of this act." carries runintelligibility to a new high.
Hopefully it is a garble.

b. There seems to be a contradiction between
section 481 (a) (3) which states inter alia that the
DCI shall be a member of the President's Commission
for the protection of human subjects of biomedical
and behavioral research and section 481 (b) which
states that the term of office of each member of the
Board shall be four years. If "Board" is intended
to be synonomous with "Commission" then, unless
this bill is broadly hinting that the DCI be limited
to a four year term, there would be obvious tension
between subparagraphs (a) and (b) of section 481 in
the fifth year. If "Bcard" is not synonomous with
"Commission” then a definition would be useful.

¢. Section 482 (a) (2) defines "children," "prisonexr,"”
"institutionalized mentally infirm," and "military
personnel.” While it is most gratifying that CIA
employees and agents are included in the latter rather
than the former categories, a fifth category might be
more appropriate.

2. On a more Ffundamental level, three objections may be
levied against this bill., First, there is no neced for
Cin emplovees and agents to be singled out. Indeed, the
legislative purposes would more faithfully be served if the
bill were broadencd so that in place of the present language
in section 482(a) (2) that "[tlhe Commission shall "identify
the requirements for informed consent to participation in
biomedical and behavioral resecarch by children, prisoners,
military personnel, and the institutionalized mentally
hA
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inform." [sic] The bill read "...children, prisoners,

nmilitary personnel, civilian personnel, and ...." Certainly

Congress cannot intend that:®the standards of informed con-
sent, which would apply to members of the Armed Forces ox
the CIA, would not apply to agents of the FBI or DEA.

3. Second, there is no need for language which might
further erode this Agency's abilities to carry out its
functions. Thus, while it is objectionable that the Commission
establish ethical principles and guidelines for the conduct
of biomedical and behavioral research in order to protect
human subjects, and legitimate that the Commission should be
able to secure directly from any department or agency of the
United States, information necessary to enable it to carry
out it's duties [section 481l (g)]), it would be advisable to
include language to the effect that "such information shall
be limited to principles, procedures, and guidelines for
selection and protection of human subjects and shall not in-
clude information on classified rescarch or intelligence sources
and methods.” In this way the Commission would be able to
"protect" human subjects and this Agency would be able to
protect sensitive operations. This suggestion is made not-
withstanding the fact that subsection (g) also provides that
classified information shall be furnished to the "Special
Committee" composed of four senators, four representatives,
the Secretary of HEW, the Secretary of Defense, the Administrator
of the Veteran's Administration, and the DCI because subsection
(g) further states that "[bly a majority decision of the Special
Committee, such information shall he disclosed without regard
to the sensitivity of such information to the full Commission
upon a finding by the Special Committee that there is or will
be an adverse impact upon the protection of human subjects
of rescarch." The automatic eight-to-four congressional major-
ity could, in effect, override executive branch classification
determinations and further erode the ability of the DCI to
protect intelligence sources and methods.

4. Finally, it is necessary to question whether the DCI
should be a member of the President's Commission for the pro-
tection of human subjects of biomedical and behavioral regearch.
The DCI, as the senior intelligence officer of the United States
Government, has at least four functions. These are: Providing
foreign intelligence for U.S. policymakers; managing the Intelli-
gence Community; protecting sources and methods; and managing
intelligence relations with foreign governments. The function
of this Commission is not sufficiently related to these DCI
functions, and therefore, the DCI perhaps ought not serve on

the Commission. STATINTL

g PR
<~ Office of GenerdaljCounsel - .
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MEMORANDUM FOR: Assistant Legislative Counssl

SUBJIBCT s

L.
lation

Comments on Proposed Legislation
"President'’s Commission for the
Protection of Human Subjects of
Biomedical and Behavioral Rasearch
Act of 1975"

The lmpact on the Agency of the proposed legls-—
should be conside;ed in the following contexts:

a. The proposed existence of the

Commission;

b, Membership on the Comuission of

the Director of the Central Intelligence
Agency;

¢. Power of the Commission to secure

information;

d. Reguiresment to publish the recom-

mendations of the Conmission;

e, Power of the Comnission to enforce

its recommendations;

£f. '%The transfer of the functions, powers

and duties of the Mational Commission for the
Protection of Human Subjects of Blomedical and
Behavioral Research (88 Stat. 348-351) to the
President's Commission;

g. The repeal of Part A of Title II of

the Wational Research Act (42 USC 2891) and
sactions 211 and 213 of the National Research
Act.

SR

T )y T A .
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SUBJECT: Comments on Proposed Legislation
"Prasident's Commigsion for the
Protection of Human Subjects of
Biomedical and Behavioral Research
Act of 1975"

2. The proposed objectives of the new Commission,
in the light of the already extant extensive provisions
for the protection of human subjects in medical reseaxch,
strongly suggests that the proposed legislation is
directed in part specifically toward the control of this
subject in the CIA and military organizations and in
caertain subject areas such as psychosurgexry and the use
of prisoners that have been recently subject to congrassional
investigation. While employses and agents of the CIA are
included as "military personnel®, civilian employees of
the Department of Defense, including employees of DIA, are
not. '

3. Membership on the Commission by the Director of
the Central Intelligence Agency is surprising in view of
the very small amount of human raesearch carried out by the
aAgency in comparison to that carried out by other agencies
and departments of the Covernment. His designation as
Director of the CIA rather than Director of Central
Intelligence implles that the CIA rather than %the intel~
ligence community is the focus of interest. Representation
by the DCIA is good in the sanse that we may have a voice
in the procedures. This is important since potentially
the Commission is powerful and uneducated in the unigue and
eszsential requirements of the intelligence profession.

4. “The authority to be vested in the Commission *o
secure information without regard to security classifica-—
tion is of concern. Under specified circumstances such
information may be divulged to the entire Commission.
Such authority may affect the intelligence community and
its apility to conduct intelligence activities. Measures
to prevent unauthorized disclosure of classzified informa-
tion on sensitive intelligence activities should be
provided for.

-

5.

Approved For Release 2003/12/16 : CIA-RDP78-04163R000100100001-9
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SUBJECT: Comments on Proposed Legislatlon
"President's Commission for the
Protection of Human Subjects of
Biomedical and Behavioral Research
Aot of 1975"

5. The requirement to publish the recommendations
of the Commission and under certain circumstances the
response of the Agency in the Federal Register could
also present a serious security problem. An alternative
mechanism should be sought (see also 4. above).

6. The power of the Commission to enforce its
recommendations indirectly will be very great indeed.,
Any actlion by the Agency contrary to the recommendations
of the Commission will be subject to litigation.

7. 7he transfer of the functions, powers and duties
of the National Commigslon for the Protection of Human
Subjects of Biomedical and Behavioral Research to the
President's Commission presumably invests thes President's
Commission with additional functions, powers and duties

- that are not described in the proposed legislation. Also,

the repeal of certain specified portions of the Hational
Lkesearch Act is noted but not deseribed in the proposed
legislation.

8. The proposed legislation was ohviocusly designed
to achieve several goals and may not have been designed
optimally to achieve any one goal. The specific effect
with which we are concerned is the formulation of proposed
leglslation for the protection of human subjects of bio-
medical and behavioral research carried out by or under
the sponsorship of the CIA. In formulating such proposed
legislation due consideration must be given tor:.

a. the special reguirements of the
intelligence profesgion;

_ b. the special requirements of responsive-
ness and accountability to the Prosident and to
the Legislative Branch in our Democracy;

¢. the clear distinction between research
and intelligence operations (analogous in some
regpects to the distincticn betwsen medlcal

3 ‘
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SUBJECT: Comments on Proposed Legislation
"President's Commission for the
Protection of Human Subjscts of
Biomadical and Behavioral Research

Aot of 1975*%

regsearch and the practice of medicine alluded
to in the above proposed legislation; and

d. the special requirement for secrecy
in the intelligence profassion.

L1
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STATINTL
MEMORANDUM FOR:
Office of Legislative Counsel
SUBJECT * Proposed Senate Bill by Senator Kennedy

on the Protection of Human Subjects

REFERENCE : OLC 75-2460

1. The following comments which represent the views
of the Office of Medical Services are forwarded for your
consideration in the hope that they will provide comstructive
suggestions. At the outset I wish to emphasize that I
applaud the general intent.of Senator Kennedy's proposed
Bill. Specifically, Sections 482 and 483 are matters of
deep concern not only to health professionals but to the
public in general., The legal, ethical and professional
~aspects of human experimentation are currently ranked
among the most pressing problems in our society and is
being addressed by a number of the most prestigious organi-
zations and individuals concerned with these problems. The
Office of Medical Services would certainly welcome and
comply with established guidelines to the extent that they
can be defined in a meaningful way.

2. Whether a Presidential Commission can add further
focus and attention on the problem is hard to judge. If
the sole purpose of the Bill is to assure compliance by
the Central Intelligence Agency then it would appear to
me that there is probably a simpler way to achieve that
goal through existing Lxecutive or Congressional direction.

3. If it is deemed advisable to establish a Presidential
Commission then I would like to raise certain questions about
the Bill as follows:

a. It strikes me that it might be inappropriate to
include the Director of Central Intelligence as a

R I R S R ST Ve I OTTT
J A N A e LoZLL UsShE Gy
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- SUBJECT: Proposed Senate Bill by Senator Kennedy on the

Protection of Human Subjects

member of the Commission as it would probably lead to
charges that the Agency is involvins itself in domestic
matters. This must be weighed against the advantages
of having the Agency's views represented directly on
the Commission.

b. I have doubts as to whether a Commission of
this size meeting periodically would be able to address
in any detail all of the various aspects of human experi-
nmentation in depth unless it had a very substantial full-
time staff. It has been our experience that rolicing
the compliance of contractors, be they government or
private, can be done quite effectively by our own staff
given the appropriate guidelines.

c. Section 481 (2)(g) deals with the question of .
providing National Security Information to the full
Commission and in some cases disclosure. This area
should be cxamined most carefully since our experience
resulting from the Katzenbach Report showed that some
institutions were unwilling to undertake well-controlled
and unclassified research if their institution would he
openly identified with the Central Intelligence Azency.
It is likely that outstanding research institutions
would be even more reluctant to provide consultation
and support in today's climate with the net effect that
CIA will find it increasingly difficult to engage the
services of organizations committed to the standards
intended by Senator Kennedy,

4. I note that the proposed Bill recommends that the
Commission investigate the use of psychosurgery but excludes
clectric shock treatment and other forms of brain surgary.

I suspect that I share the same concerns about psychosurgery
but question whether the Bill should proscribe a specific
area of investigation and exclude other {orms of therany
which are currently under review by health professionals.

5. I am unable to comnent on whether a Presidential

%
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. SUBJECT: Provosed Senate Bill by Senator Kennedy on the
Protection of Human Subjccts

Commission would provide henefits and direction bevond
those already incorporated under the National Research
Act but assume that this will be spelled out in some
detail,

STATINTL
.D.

M.D.
Deputy Director of Medical Services

IR, o . EEE o . P
o, . . vooooT <7

S Lt Tl T A C T e i e P R L I YRS N

Approved For Release 2003/12/16 : CIA-RDP78-04163R000100100001 -9



25X1A

"t 1 e J“.a‘:“f'.i‘ ~
Al Uiilis ] i
Approved For Release 200

DL A5 f’d/‘/‘?

“ﬁ%

% o@mm&n&nooom-ﬁ R

21 DBT 975

METIORANDUM TOR: Legislative Counsel

ATTENTION :

THROUGH 1 Beputy Director for Administration

SUBJECT : Senate Bill to amend the Public Health
Service Act to establish a President's
Commission for the Protection of Human
Subjects of Biomedical and Behavioral
Regearch

t
REPLREHNCH : OLG Quﬂ”ﬁ for couments on subject

bill, dated 2 October 1975 (OLC 75-23690)

1. Pursuant to the referenced request, the Office
of Security has reviewed the subject bill proposed by
the Subcommittee on Health., The following comments ave

fopwarded for your counsideration.

2. Sections 481L(p) and 4%2(&)(1)(6) provide the
Commission with the authority to rveview aii biomedical
and behavioral research on human subjects conducted by
and throush federal agencles and to directly secure from
any agency information necassary to enable the Commission
to carry out its duties. Should the secured information
be Llﬂablil&d 1t would be received by and limited to the
Comnission’s o.ac;al Classified Information Committwe.
Howover, 1¥ txts Committee, during its consideration of
5UCH nlzzsifled information, found that there is or would
be an adverse impact upor the protection of human subjects
of vesearch, it must disclose the information to the fall
Commission without regard teo the information's sensitivity.

3. Although the above requirements have little esffect
upon Offilce of Security pr@n'ams, they do proveke security
intoerest relative to prof :eting Agency classified information

.y
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and intelligence sources and methods, should such Agency
saterial be directed to tne Commission. Thus, physical
socurity procedurss planned by the Coamission along with
clearability requirements for Commission nembers and
associated staff personaczl are security areas which need
claricication,

4. Sectioen 432(a)(2) identifies individuals who appear
to be unable to protect theilr own rights such as children,
orisoners and the meatally infirm. Tao inclusion of current
and Former military personnel with these types of individuals

seem to be auestionable. Turther, to defiae CIA ewmployeses
and agents as military personnel to the exclusion of civilian
amplay*e; for the Department of Defense and other federal
arencies is soasmewhat unclear.

5. Llnd;l/? Section 444(b) provides that any age ency
recoilving Commission IﬁuamﬁbﬂiELIOAS must publish such
recomamendations in the Pederal 3;ylster and provide an
0a00TE uni+y for inte esxei nersons to submit written data,
views and arguments wltx rcspect to such TFLOMﬂﬁnJatlﬂﬁn.

S5hould the agency deteraine thnat the Comaission's recom-

'*ﬂnaatinns are not annrﬂpridtp, the agency must ﬁublish

in the Federal Register its determination together with an
ande qaat S Sfatoment of the reasons for it. Tais Section
does not provide for exeapting classified infornation from

the p Jll;a1ng requirement,

. In view of the above, 1t is rex
e of Lepislative Counsel reauest ¢
ee nreparing the bill to consider t?
T der to ensurce that classified infon
toly protaected against unauthorized disc
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da:ert W. Gambino
i Security
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October 9,7 1975

~erd eecounting procedures and limjlglions

expenditures and hojy ‘przﬁ.\led DISﬁyéll

- rmay Tequire, such’ State shall—

=0 (3) hAve 1ts entitlement under the State
. and Local Fiscal -Assistance Act of 1972, or

other cOmparuble general purpose, financial

assistance from the Federal Government, as

“such time as the Board is satisfbd and that
‘such State is teking =sl1-pructicable steps
-to assure that such obligations and under-
takings as are sei forth in the plan required
by subsectlon (e} of this section are helng
met; or - S -

' {2} £hall be assessed & civil penally equal
io such sums to which the Stale wasé entitled
‘under the State and Local Fiscal Assistance
“Act of 1972 for the fiscal years June 30, 1973,
June 80, 1974, and June 30, 1975, . - ‘
= (g) The Secretary shall consult, ns neces-

mment which has received sssistance under
this Act concerning any matter which may
bear upon the rbility of the unit of povern-
7 ment to repay the obligation within the time
~ftxed therefor end reasonable protection to
tixe United States: ™~ - -

5 - DEsCRIFTION OF Bk e
Title: Emergency Intergoverpmental As-
sistance Act of 1875, | - - ) -
Getneral Description: The bill establishes
an Ermergency Iutergovernmental Assistance
- Board composed.of five members—the Secre-

tary of the Treasury, the Secretary of HUD,
and threo members with outstancing private
experience appointed. by the President with

Board will deterrmine,. by malority - vote,
whether jurisdictions are eligible for assist-
ance provided under. this Act. The Board
will heve not to exceed ten dnrys from the
_. dats of.aepplication in which to make this

decision, If the Board voles in favor of es-
. Blstance;, 1bis < recommmendation is .then

passed on to the Secretary of the Treasury

who shall provide sssistance by guarsntesing
© & taxable bond issued by the ellgible state or
Joval government. The Secretary has no dis-
crevion £s to whether to provide assistance
once the Borrd bag voted favorably. .

Elipible Governments! Any state or general
purpose wunit of. local -government will be
eligible for this assistence. In the case of o
Jocel government, ihe stite will also have to
participate in the epplication (see Other Re-~
quiremnenis}. Xn order to be eligible for as-
gistance, the state or locsl government must
have failed in n bonaSde aftempt to obtain
private financlng, In addition, in the case of
- .» lotal governinent, the stale would have to

1o the local governmendt as Is feasible withoud
- Jeopardizing the State’s. own .credit worthi-
1688, T
-Eligible Securities: Any taxable bond guar-
anteed by the Federsl Government would
have 10 be backed by the full faith and credit
of the issulug government. . . L .
- Maturities of Guarantees: "The guarantees
couid he oifered on securities with maturities
of up to ten years, . < - | C e
nierest Hate, Fees and Cherges: The guar-
snteed iaxable bonds will have thelr interest
rate set by the market, but wlit also regulre
e service fee of \p to one percent.

Other Requirements: Financial Plan. As %

prerzquisite for the provision.of assistance
vudir thls Act, each ecligible state or loeal
gove nment must submit to the Board and
ihe Secretary of the Treasury o three-yew
plan detalling the epplicait's projecied reve-~
nues,  expenditures, scheduled bofrowings,
debi service costs and other inforraation
that “he Board may regulre. In the case of
a4 Incal government, the State would be re-
Guire¢ (through the enfiorsement of ile
Goverior) to sign, onto aud participate in
he enlorcement, of the plan. The plan must
8lso contaia (n) specific proposals to assure

ihe a:hi?vement of “Rﬁ’ﬁ’r‘&f\‘}eﬂ‘Fﬁi"Reié&‘%‘é’m03m?1@ TCIA-
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‘getermined by the Secretary withheld until

ary, with any State or general local govern-,

--ibe advice and consent of the Benate, The .

show that It had provided ns much pssistance
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program for the retirernent of the applicnnt's
non-current shoxt-term debt and (¢} specific
assurincees: thal the Stele will permit the ap-
plying local government to use any. lawful
- revenue ralstopg meclinnisms that inap be
necessary to avert default on the puaranteed
obligations, T .
No expenditures or borrowlngs would hec
permitted that were not specifically included
in the plan.: ) ’
The HBoard can epprove by majorit,
eny amendments to the plan, .
Any State that friled to enforce & plan that
i had endorsed would have its revenue shar-
Ing payment (or other general purpose finan-
cial assistmnce) -withbeld wuntil it was once
egein In compliance wlth
of the Actk, -, ; :

¥ voie

. By Mr. KENNEDY (for himself,
e Mr, SCHWEIKER, 208 M, JAVITS) :
< 8. 2615, A hill to amend the Public
" Mlealth Service Act to establish the Presi-

dent’s Comumission for the protection of

- human subjects involved in biometiical

and behavioral research, end for other
purposes. Referred {o the Committee on
Labor and Public Welfare, - - . o
s Mr, KENNEDY, Mr. President, X rise
o1 behalf of myself and Senators Javizs
“and Scuwrlcer to introduce the Presi-.
gent’s Cowmisdion for the protection of
Yiuman Subjects of Biomedical and Be-

establishes the National Comission for

the Protection of Human Subjects of .

Blomedical and Behavioral Research as a
Presidential 'Commission, broadens -its
Jurisdiction, and expands the coniposl-

tion of its metabership. - ..

- ..My, President, this Nation was sh

ockea

--several yvears ago by the revelations of

unethical research and unethical medical
practice carried out in programs spon-

sored by Xepartment of Health, Educa~’
- tion. end- o funds. T Jeeone .. g .
© tion, end-Welfare funds. In Tuskegee,™ gory, research on children, prisoners, and

Alz,, black men were enrolled in a syph-
ilis study and were denied treatment for,
this dread disease {for over 30 years, long
after the time thet syphilis becawme an

easily - {reated disease..In Montgomery, .

Ala, Alice and Minnje Relph, two teenage
plrls, one of whom was retarded, were

‘steritized without their parent’s knowl-
edge or'consent. In Mississippi, - experi~ -

mental psychosurgical techniques were
carried out without proper experimental
-designs and without fully informed con-
sent. < e Poaten o

Saenid ] or

i . . ry T

vestigations: of these matters, Dr, Ber-
"nard Barber, the distinguished sociol-
ogist {rom Barnard University in New
York City, presented the results of his
National Survey of Biomedical research
programs which raised profound ethical
questions about all kinds of research in
all kKinds of settings. The commitice was
shocked to see the extent of the use of
approved drugs for unapproved purposes.
DES was widely used a5 a morning-after
contraceptive across the Nation, espe-
cially on college cumpnses, without prop-
cr informed consent. In fact, it becamme
clear that in the United States, in_spite
ol a strict drug regulatory system, drugs
ere frequently used for new purposes.
Sometimes, these purpoeses turn out to be
Iegitimate - and approval subsegquently
Tollows. Ofien times, these uses ave not

the requirements °

havioral Research Act of 1915, which re-

Gl e CEem e s also assures that the entire
- During the Ilealth Subcommittes’s in~’

and beliavioral v
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10y are injnred. Indbhe State of N0~
see, the experimental drug, depo-proves 2,
was In widespread and common use in
ithe family planning ciinies threnghout
© that Stale as an injestuble coniraceptive,
No informed consent accompanied the
use of this cxperimental drug, Indeed,
the drug was used at the Arlington Schoo)
and Hospital for the Mentally Retarded,
Again, there was no informed consen €.
- The subcommitice also heard of the
use of medical devices, which were tle~
veloped in isolation, without careful SCi-
entific scrutiny, and which did grievous
fiarm, 1o many patients.
Tne- common thread of sl of these
-slories was the absence of informed con-
sent, the absence of adequale prolection
for the patiend In. all cases, the, doctor
or the rescarclhier was able to operats
without the checks and balances wiici:
have since been accepted ag an integes?
part of the biomedical and behavioral re-
search process. T e
‘The Congress responded to these oub-~
ragious sbuses hy enacting the National
© Research Act of 1994, which -eslablished
the Wational Commi the Pro-
tection of ical
A0 By ioral Researchl ¥odause the
Bearines had focused on abuses in the
Department of Health, Education, and
Welfare, and hecause it was believed that
most-of the violations occurred in Pro=
graaus wnder Lhe purview of that agency;
and because focusing on thad agency
alone was in ftself g mammodh job, the
Commission’s jurisdiction was limited 1o
-the programs of HEW, As structured. the
Commission whicH Tias been in exislence
for 10 months, reviews the policies fox
- the protection of human subjects in
CHEW, It specilically was charpged Awith
focusing on fetal research, psychosur-

afic:

&

.

- the mentally retarded, as well zs the
overall protection system for human sub-
Jecls. It is charged with making recom-
mendations in 2l of these arvess. The
Secretary of HEW, though not bound to
foliow the recommendations, musy, if he
- chooses Lo disagree with the Commission,
publish the reasons for hig disagreement .-
-in the Federsnl Register so that all n-
- terested parties, inchiding the Congress,
~will know and will have an-opportunity
1o take corrective action, it warranied, It
“process will
be a public and oven one. - - -
I establishing this Commission, the
Congress clearly stated that the highly
-emotional Issucs involved in human ex-
perimentation requiread careful, scholarvly
study by a groun of persons with a wide
range of backerounds. It was hoped {hat
this interdiscinlinary approach would
focus the best minds in the country on
the elhical dilemmas -yaised by bLuman
experimentaiion. Y halieve the first ro-
port of that Cominission, ihe report to
the Secretary. en fetal yesearch, illug-
trates the. valus ona lwpor'ance of the
National Commission,. . . -
Kr. President, one of {he responsibili-
ties for the Netioual Comar ission js lo
recommend te the Congress a mechanism
for ihe expansion of ity Jur.sdiction so
as to_cover all pr 14 of biomedical
ch are con-
Tunds regavd-

~
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£ which Federal azency adn ~mstels
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s 3sary or desirable to wait for the
Cr _n*m\;k'm to make that recommenda-
Lo ue-revela,umns of the past months
roing blomeghcal and behavioral re-
1 abuses in the Dapar

and the CIA underscore tAe ur
to

”"H
qr

expind the Wational Commis-
s jurisdiction and to expand it now.
b uses that have been uncovered
research programs of the Defense
rtment and the CLA are of o magz-

every bit as frightening, every

as oubrageous and every bit as in-
compatibie with the spirit of biomedical .
and behavioral research, and W'urant.

tmmecdiate action.

The full extent of a.buse% is shll not
Ynown. The Defense Department . itself
is unable to recount to the Health Sub-
committee the full extent of biomedical
and research activities or the conditions
under which they are carried out. We do
know that research involvinz LSD was
cazrried oub on hwnan subjects withoud
. their knowledge or consent. We do know

Fee

that research was carried out without

proper medical supervision. We do know

thul treaiment for unexpected side ef- -

fects was delayed beeause of the inade-

cuate medical care. We do Xnow that at

least one death and several suicide at-

tempis reswlted from these research ef- -

iorts. We do know that the LSD research
experiments. continued uop until 1973,
Jong after the initial hearings on human
experimentation were being done by the
Senate and long after the standards for
the conduct of biomedical and behavioral
rezearch had altered in thls country. :
V/e also learned in these hearings that
ihe unethical research carried out by the
Doefarse Department usually bore a seeret
label Although the Defense Devartment
had policles enunciating hich principles
for the ethical conduct of biomedical and
bpha'ﬁoral research, the abuses uncov-
ered of the Senate hearings involved a
compiete departurz from these princi-
ples. Experimentation boards_designed
to_refiew _all human_subject_rescarch -
were bypassed by the Edgewoed Arsenal
Tars

and. The director of that arsenal
c“l .ims never to have been instructed to-
send his protocols there. He also claims
to have obtained informed consent from
sl of his patients, yet was able to fur-
ish only a standard informed consent
,he zi-—the snme sheet was used for every
gi2 research project carried out there.

3

tne long-needed step of assuring the
peoniz of this country that all research,

no ratter where it is conducted or by
whom, if it is funded with Government
reonzy, will come under the purview of
the President’s commission for the Pro-
tzetion of Fluman Subjects of Biomedi-
cal and Zehavioral Research. The Com-
on will have its membership ex-
»(' to include as nomotl ng mum‘—
e secretti the’

61 ‘Dcf;n&e thv dUPCIZOl nf Lhﬂ

rans Admmmmtmn as well as four
Teribers from ’rhe Hou.se of Representa-
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t r:mts or contyy
i l -J sve, however Mpfpv%q) Fo%t;e!:lge

attment of De-.
cent’

. Bmtdmg,

r. President, the measure that { am
roducing on behalf of myself and
’t Javirs and Scaw=EIker iakes

UL IR TALID ALY AL BLUUK D) — DLN}}. 1L b

tives and four Memoerq_ from the sz-
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members of the \htxonal Commmsmn
will be {,\pr*“fed to serve out the re.
mainder of theiv,terms. The purpese for
thie expansion of tize membership i3 both
to upgrade the importance and impact
of the work of the Commission, as well
as Lo provide a mechanism whereby ton

_secreb Research can be reviewed by those

members of the Commzss:on wne have

such clearance.

Mr. President, this’ Natmn has al-
ways had a biomedical and benhaviorad
research program second to none. The
Commission gives this Nation a policy
for. the protection of human subjects

‘of research second to none. It makes no-

sense to limit its jurisdiction. Yt makes
no seuse to have the Commission dis-
solved in 2 years to be replaced by a per-
manent advisory commlitiee with ths
same responsibilities. This Nation needs
a permanent commission, Thisz Nation
needs a permanent comrmission with the
authority to standardize all biomedical
and behavioral research conducted under
Government funds. This le gblatlon ac-
complishes this goal.

Mr. President, heannﬂs wm be held

‘on this legislation. next month. Any in-

terested parties should contact Dr. Larry
Horowitz at the Health- Subcomraittes
Oilice,” room 4228, New benate Office
as soon as possible, : o

- Mr. President, I ask unanimous con<

_sent thab the te <t of this legislation be

prinfed in the R=corp. :
 There beiny no object tion, the bill was
ordered to be pnnted 1n the Rr-'coan ﬂs
follows:

- S 2515 - o :

. Be it enacted bJ the Senate ard I!ame o/

Representatives of the United States [
America in Congress cisembled, That thls
Act may be clted as the “President’s Com-
mission for the Protection of Human Sub-
Jects of Biomedical ,md Behavloral Res»arch
Act of 13757,
AMENDMENT TO THE Prmr.xc FEALTH SERVICH

o Loo0L TacT

. Sec. 2. Title IV of the Publlc Iealth Serv-
yice Act is amended by Insertlnz the follo: wing
new part ak the end thereof: -

“ParT J—PzorzeTioN OF EUMAN SUSIEcTsS

“ESTAILISHMENT OF COMMTSSION

" "Src. 481. (a) There is established o Com-
mission to be known a3 the President’s Com-
raission for ths Frotection of Xhuman Sub-
Jects of Biomedical and Behavioral Research
(heceinniter in this title referred to as the
“Commiszzion”). The Commis'sion shall be
composed of— .

(1)} four members of the Serabe ap-
polnted by the President of the Senate; ang

**(2) four merubers of the House of Repre-

. sentatives appoianted by the Speaker of tae

}Iousa of Representatives; and

“{3) the Secrelary of the Department of
Health, Educatlon and Welfare, the Sece
rotary of Defense, the Director of the Cor
trel Intelligence Anency, wnd the Admxms-
trator of the-. Veteran's Administration; nug

“{4y eleven 1nembers appointed by the
Prestdent of the United States with the ad-
vice and cousent of the Senate,

“Ine President -shall seleet membeors of
tho Commission under paragraph (1) from
individualy distinpuistied in the fields 01
medicine, law, etnles, theology, the bloln_;(ica},
physienl, behavioral and socicl  sclences,
prrilosophy, humeanities, heatth administroa-
tion, governme:unt, and public alfairs; bui

GSRDUiQ‘ILﬂﬂQ@Q
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ﬂve {#nd noi more tn.u\ five) of the mem-

Oshall be Individuals
oeen engazed In bio-
meddical or behavloral ressarcn involving hu-
man subjlects. Until such time as the Dresle
dent acts to appoint members of the a-
tlonal Commisslon for the Protection of jiu-
man Subjects of Blomediend nnd Behavioral
Resenarch oro deemed members of the Cown-
mission as of the date of enactinent of thla
Act., - - .
“{b) The term of olice of each mnembver
of the Board shall be Tour years; cscepb toat
(1) any member appointed to fill & vacancy
occwrring prior to the expiration of the term
for whicu his predecessor wap apoointed
shall be appointed for the remaindar of such
term; (2) the terms of cftice of members
first taking office shall beain on the date of
appointment and shall expirve, as designxted
at the timme of thelr 'nppomtmert four at
the end of one year, four at tha end of two
years, and three at the end of four yeurs;
and (3) -a member whose tzrm has es xpived
may serve until hils successor has qualified.

() 'The President shall uesn};nme ona of
the members of the Commission as Chair-
man, and one as Vice Chairoan, Seven mem-
bers of the Cormamission shall constitute =z
guoriwum, but a lesser number may conduct
hearings. Those members appolnted under
paragraphs (1), (2), and (3) of Szction 438t
{(a) shall be non-voling members and shall
not be consldered in coastituting a quorum.

[3

“(d) dMembears of {be Commission who are.

Members of Congress or full-time officers or
cmployees of the United States shall serve
without additionsl compensation but. shall
be reimbursed for travel, subsistzrce, and
other necessary expensss Incurred in the per-
formance of the duties vestad in the Com-
milssion, Members of the Commission from:
private Hie shall receive $100 per diern while
engaged in the actusl performancs of ths
clutles vested in the Comunission, plus re-

T imbursement for travel subslstence and ether

necessary expenses incurred in tho ))e fo*m«
ance of such duties,

“(e) The Commissioa smu meet at the

call of the Chalrman or at-the call of nona-

Jority of the members thereof.

. “{f) (1) The Commission shall hav; Lhe
power to appolnt and fix the compensation ot
such persounsl ag 1§ deems advisable, with-
out regard to the provisions of title 5, United

States Code, governing sppointments in the

competitive service, and the provisions of

chapter 51 and subcbapter TII of chapter 53 .

of such title, relating to c]’u;mﬂcation nml

General Schedule pay rates. -
“(2) Ths Commizsion mny progure, in ae-

cordance with the provisions of section 31¢9

-of title 5, United States Code, the temporary

or intermititent services of experts or con-
sultants. Persons so employed shall recetve
compensation ab a rate to be fixed by the
Commission, but not in excess of 3100 per
diem, inctuding travel time. While BWAY
from his home or regular place of business
in the performance of services for the Com-
mission, any such perzon may e allowed
travel expenses, including per dlem in dien
ol subsistence. as autborizett by section
5703(b} of titie 5, United Btates Code, Tor
persons in the Gover 'mv‘:':t service employea
intermittentty. . -~

“(g) The Comm ion may securr directly
frem  any depurtment or agency of the
United States information necessary to en-
able t§ to carry outb its dutles. ¥pon request
o! the Chairman of the Comenlssion, ench
and every nueney or department of s
Untted States shall furnish all izfermation
requested by the Cowmission which
necessary to enabie it to carry out 1ts dutles,
¥ sny informaticn sg requestod has beepn
deemed to be Chissided for any purpose (tr-
cluding national security) by su*th :\g;-.:n.:-_-
or departiaent, sueh information shiny ba
Turnished Lo the Specint Classitled flmrm
tion Commlittes of the Commbsmn (hr--{_
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ﬁ;qfﬂe"-in this gection referred 1o -us the
“Specinl Committee”), which shall be com-
posed of those membe pprmmd
" who sre appointed under paragraphs (1),
{2y, and_ ¢3) of section 481(a). Eight mem-
pers of t}w Specinl Cormunities shall consti-
- wite B guorum, but & lester number mepy
“eonduct hearings. By o mnjority declsion of
.~ the. Special Committes, such information
-~ghall be disclosed without regard to tbe
*Leensitivity of such information to ihe full
- commission upon a finding by the Special
- Ccommittee that there is or mn be en adverse
jimpaci upon the protection of human sul-
jects of researcli.

“COMMISSION DUTIES

SecC. 482, (&) The Commissxon s‘nu carry
out the joliowlng: |
(1} (A) The Commission s hall (i) conaduct
a comprehensive Investigation aud study to
Jdentify the basic ethical principles v.‘h!ch
- should underlie the conduct of biomeadical
'.__,and behavioral resesrch inveiving humar
subjects, (1i) develop guidelines which
-ghould be followed in such research 1o assure
that 1t is conducted in accordance with such
principies, and (ili) make recommendations
.10 the appropriate agency or department for
-such administrative sction ss msy be ap-
Y -‘.fi propriate to spply such gutdelines to bio-
' ..-§ meaical snd bebaviorel resenrch conducted
o, - l.or supported under programs sdministered
~- " ...by the appropriate sgency or department,
-end (IX) concerning any other matter ps:;~
- taining to the protection of buman sub_]?c
of biomedical and behavioral research. N
~*(B)-In carrying out subparagraph (A4},
the Commnlssion shs.ll consider at ](:a&o the
following: -

“(1) The bourxdarle% between bxomec’tc‘.l
* pr behevioral research involving humean sub-
~ Jects and the accepted and routine practxce
-of medicine, -
J== (i) The role of asse&sment of risk-benefib
~ eriteria in the determination of the appro-

spristeness of rekecxrch mvolvmg hurnan sub-

jecus

-z . “(iii) Appropriate gmc:elmes To‘- the selec-
-7 tion of human subjects for participation in
: - biomedical and behavioral research,
o “(iv) The -nature and. definition of in-
Tl . formed consent in varlous xesearch settings,
“{v) Mechaniéms for evaluating and moni-

toring the performance of Instituifonal Re-
v view Boards established in secordance with
v_oC - section 474 of ihds Act and appropriate en-

- . forcement mechanisms for cm‘rymg out their
- . - decisions.

*(C) The (/ommission shall consider the
appropriateness of epplying the principles
- - and guldelines identified and deveioped un-

health services to peatients under programs
conducted or supported by the Secretary of
HEW and shall review and suggest the ethi-
- ‘esl, socisl and legel implications of all bio-
“medleal end behavioral research on humean
‘subjecis conducted by and through eny Fed-
eral agency (including contractors) for which
any FPederal funds sre to be appropriated.
T+(2) The Commission shall identify the
requirements for informed consent to par-
ticipation in bjomedical and behavioral re-
search by children, prisoners, mililary per-
sonuel, and the Institutionalized inentally
infirm. The Commission shall investizate
E*m .\*udv biomedical and hells 'Jov-'ure"‘f‘?rch

e gt T A

Ty poqo"wel, 8
uUt)O"l:{l)ZPd mentany infrm to de-
termine the neture of the consent obtalned
from such persons ar their Jegel rewrc%on‘“-
tives belore such persons were involved in
gk resenrch; the adequacy ¢ the {nfoermma-
tlon given them respecting thé nature and
purpasse of the rescarch, procedures (o ho
used,” risks and -discomiforts, anticipated
benefits {rom the research, and other meat-
vers necessary for informed consent; and the
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der’ subparagraph (A) to the delivery of -
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compelence anhd the freedom of the persons
to make s cholce for ox wugainst Involvement

tigation and study, tho Comunlss :on “Bhiall
make such recomniendations to any depart-
ment or ageney of the United St.ides vy b
determinus'appropriui,'e to assure thet hio-~
mecicnl nnd behavloral rescarchy conducted
by or supported undcer the appropricie de-
partment or.agency of the United Siates
mekts the rcqulumuntf respecting informea
consent fdentificd by the Commission. For
purposes of this paragraph, the term ‘chil-
dren’ peans individunls who heve not at-
{ained ihe lepral ape of consent 1o particl-
pate in research as determined wader ibhe
eppllcable law of the jurisdiction in which
the research s Lo be conducled; the lerm
*prisoner’ mesns individuals involuntarily
coniined 1n correctionsal institutions ox facill-
es (as defined in scetion 601 of the Omni-
bus Crime Control and Seafle Streets Act ofl
1668 (43 U.S.C, 3701));
stitutionalized mentelly infirm’ hcludes in-

TTWIALL NI A LS
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‘and the term fine . .

dhiduals who are mentally i1, mentelly re~ ~

tarded, emotionaliy disturbed, psychotic, or
senile, or who have other. !mpmrmrnu’ of o

slmilar nature end who reslde sas patienis in-

en institution; the term ‘military personnel”
means Individuals who are active and in-
nctive members of the U.S. Armed Forces,
veterans of the U.8.  Armed ¥orces, and em-~

ployees snd agents of thc Centrax Inielli-.

EeNee Afency.
*(3) The Cormmission sh&n conduct an

investigation and study of the use of psycho- -

surgery in the United Stotes during tbe five-

year periedd ending December S1, 1972, The,

Commission shall determine the apnropriate-

ness of its use, evaluate the need for it, and-

recommenad 1o the Secretory policies defining
the eircumstances (if any} under which 1ts
use may be appropriate, For purpases of this
paragraph, the term “psychosurgery” means

brein surpgery on (1) normal brain tissue of

an Individual who does not sufler {rom any
physical disease for the purpose of changing
or controliing thie behavior or emotions of
such Iindividual, or (2) diseased brain tissue
of un individuzu, if the sole object of the per-

formance of- such surgery. is to, control:

-change, or affect any behaviorel or cmotional

disturbance. of such individusl. Such ferm
doss not include brain su*rery designec. to
cure or amellorate the efiects 0; epuevwsy
and dcrbrlc::nock treatments, Ll

L1 YSPECIAL STUDY

"sw 4€3..Fhe Commission shall \muer’wkc

a comprehensive study of the ethical, social,

and legal Implications of sdvances in blo-

nedical and behavioral rescarch, avd. tech-
nology..Such study shall include— .
“(1) an snalysis and -evaluation of scien-
iiflc and . technological mlvances i past,
present, and projected biomedical and be-

‘hinvloral research and services;
and evaluabtion of the i m— -

“(2) an analysis
plications of such advances, both Sor jandi-
viduals and for society: -

*(3) an analysis and evaluntion 0'[ Taws

and moral and ethical principies governing
the use of technology in medical pmotiw.

.*(4) sn.pnalysls and evaluation of public
understanding of and attitudes toward nuch
implications and laws sand priociples; ang

*“(5) an nnalysis and cvaluation of irapli-
cetions for public polley of such findings as
are made by the Commission with respect 1o
pdvances in blomedical and bhehavioral re-
search. and technolopy and public aititudes
towerd such ndvances.

“ADMINISIRATIVE PROVISIONS

sc. 484. (&) The Comiaission mey for the
purpase of carrying out its duifes hold such
beariugs, sit and wet at such tmes and
pleces. take such testimony, end receive such
evideace £s the Commission deems advlsabie,

“(by Within sizty davs of the receipt of
eny recommendation miade by the Commis-
sion W nder section 482, Lhr\ npprolm te de-

S AL &S
»purbinent or ageney of the United States shiall
yublish it 10 the Federal Register and pro-

m@ﬂﬂﬂ?}ﬁﬂﬂﬂdz_gﬁr,ems-ea pésons to -
submit written data; views, and erguments
vy respect to guch recommendation. he
anpropriaste depnvlment or rpency of the
United Stales shall (1) Cetermine whelhes
ibe sdministrative action proposed by such
reconuoendation is approprinte to assure the
profeciion of hwnan subjects of Womedical
and behavioral research conducicd or sup-
poried under programs administered by i,
end (2} i it determines theat such action is
not 0 appropriate, publish in the ¥edoral
Register such -determination together with
nn 2deguate statement of the reasons for its
delermination, If ihe sappropriate depavi-
ment oy agency of the United States deterw
mines that sdministrative actien recoin-
mended by the Commission should he vud-x-
taken by it, 1t ehxl) undertake such uction

- BS m")edztxou}.‘iy s is Ic-asible

K “AUTHOEITY TO CONTRACT

“Sge, 485. The Commission mny conbtract
for lhe study and design of mechenisms to -
be inchaded i such recommendaiions.
. “TRANSFER OF FUNCTIONS A

“Bre.. 486, The functions, powers, fna
duties of the Nutfonal Cornmission for the
Protection of ¥uman Subjects of Biomediceal
and. Tichavioral Rescarch (58 Stat. §48-351)
.shml be iransferred to the Commission.”.
- S UNMISCELLANEOUS :

- Bre. 3. (a) Part A of title IT of tlw Ka~

<tional Research Act (62 U.S.C. 2891} js re-

pealed. -
(b)- uections 211 snd 213 of -the I\au«mal
‘Research Act are repeated. . .

© Mr, SCHWEIKER. Mr President, the
accotnts of unsunervised experunents on
bumans in military and CIA drug re-
search-—revealed during recent hearings
befors the Subcommiitee on Heallh, of
which I am ranking roinority member-—
are indicative of the need for the bill
Senators KenNeny, J AVITS, 'md I have in-
i.] oduced today. .

‘During the hearings we learned of sec-
ret experiments with LS and other hal-
Jucinogenic drugs conducted on military
personnel with virtually no medical su-
pervision or Ifollowup, end little adher-
ence to established elhical principles. -

* In oxder to provide a respousible body
{0 review the issues presented Lo the com-
mittee, “this bill creates the President’s
Cormmmnission Tor the Protection of Human
Bubijects of Biomedical aud Behavioral
Besearch, and ftransfers the funciions,
powers, and duties of the National Com~
mitiee for the Protection of Human Sub-
jects of Biomedical.and Behavioral Re-

seareh {o the new Commission. 'The’
Comimission shall bhe composzd of {he

Secretary of Health, Xducation and Wel- -
Tare; the Secretary of Defense; the Di-
1c<'t,ox' of the Central . Intellivence Agen-
cy; the Direclor of the Velerans® Admin-
istration, 8 Members of Congress, eaually
divided between the House and Senate, -
appointed by the Speaker of the House
angd the President of the Senate,
spectively; and 11 members from the
mablic appointed by the President with
the advice and conseut of the Sonate.
The Commission shall he responsible for
the review ()f all federally funded bio-
medical and 'behavioral rescarch pro-
grams., - :
The hill recognizes that it may be uec-
essary for yreasons of nalional secuvity
to authorize special consideration for
research involving military personnel,

ree-
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MEMORANDUM FOR: Dire.ctor of Central Intelligence

SUBJECT: Agencir Comments on Proposed Bill
to Establisi Commission on
Human Experimentation

1. This memorandum sets forth a recommendation contained in
paragraph 6. : _ _ - %

2. The Kennedy Subcommittee, in connection with its hearings |
on human experimentation, has requested comments from the Agency on
proposed legislation to establish a President's Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research.

The Commission, composed'of selected Members of Congress, Secretaries
of HEW and Defense, the Administrator of the Veterans Administration, the
Director of CIA (all nonvoting) and Presidential appointees from the private
sector would: conduct a comprehensive investigation to identify ethical
principles underlying the conduct of biomedical and behavioral research;
and make recommendations to agencies and departments. Employees and
agents of the Ceniral Intelligence Agency are specifically within the

>

Jurisdiction of the Commission.

3. The Commission can request any information from any Government
agency needed to carry out its responsibilities. All classified information
would be sent to a "Special Committee" of the Commission of which the DCI
would be a member. The Special Committee, by majority vote, must provide
any classified information to the full Commission if it finds that there will
be an adverse impact on human subjects, There is no provision in the
legislation as to the degree of protection to be provided classified informa-
tion by the Special Committee, Nor is there any provision as to what dis~
position the Commission may make of the information. Presumably, the
Commission could make it public. ‘

: - . 7 t LR
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4, It is the consensus of Agency components that the Director
of CIA should not serve as a member of the Commission since the Agency
has very little current rescarch in these areas and nonc which can be
considered as afferting the health of the s;ubjccts, involved. Further, with
such limited activities, it was not considcred appropriate or advisable
for the Director of Central Intelligence to participate in the formulation of
guidelines for all of Government. It was clearly acknowledged, however,
that the Agency would adhere strictly to any guidelines issued by the
Commission and would provide information on our programs to the
Commission consistent with the protection of intelligence sources and
methods. -

5. There is an opposite view {for your consideration as to whether
the DCI should be a member of the Commission. Though our programs in
the past were not large, they were extensive and included many facets
of controlling human bechavior. There admittedly were abuses. It would
be difficult to refuse to participate in the wake of the charges. We should
be part of the mainstream in this important area and not isolate ourselves.
The Commission would become educated on the unique and essential require-
ments of the intelligence profession. Further, membership would allow for
the free flow of information on human experimentation and would enhance the
Agency's knowledge and collection of foreign intelligence developments
in this area.

6. While there appears to be little substantive basis for including the
Director of Central Intelligence in the membership of the Commission, there
may well be some advantages from a tactical and public relations point of view.
There is no question but that we will be engaging in this kind of activity
to a limited degree in the future, and it may be in our best interest to have
the Director on the Commission for the reasons stated in paragraph 5.
Since you or an Agency representative will possibly be asked to testify
on this proposal, I sugpest that we not make a decision against your
participation in the Commission in advance of the hearings. In the mean-
time, we will consult with the White House regarding both the substance
of the legislation and the requests that are being made by Senator Kennedy
and his staffers

George .. Cary
Legislative Counsel

APPROVED:
Director of Central Intelligence - Date
Distribution:
Orig. - DCI (to be returned to OLC)
1 - DDCI : :
1 - ER
1 - OLC/Subj. %
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